TO THONG TIN CHO NGUOI BUOC TIEM NGUA VA NGU Ol CHAM
sOcC
CAP PHEP SU’ DUNG KHAN CAP VAC-XIN MODERNA COVID-19 VA VAC XIN
MODERNA COVID-19 LUONG TRI (CHONG VI-RUT THE BAN DAU VA THE
OMICRON BA.4/BA) PE NGUA BENH CORONAVIRUS 2019 (COVID-19)

CHO TRE TU’ 6 THANG PEN 5 TUOI

Con quy vi dang dwoc dé nghi st dung Vac-xin Moderna COVID-19 hodc Vac-xin
Moderna COVID-19 Vaccine Lw&ng tri (chéng vi-rat thé ban dau va thé Omicron
BA.4/BA.5), sau day dwoc goi |a Vac-xin Moderna COVID-19 Lwéng tri, dé ngtra
bénh Coronavirus 2019 (COVID-19) do vr-rut SARS-CoV-2 gay ra.

T& Thong tin danh cho Ngwoi dworc Tiém nglra va Ngwoi cham séc nay bao gom
Te Thong tin vé Vac-xin Moderna COVID-19 va Vac-xin Moderna COVID-19 Lwdng
tri dworc cap phép dé st dung cho tré tir 6 thang dén 5 tubi.!

Vac-xin Moderna COVID-19 da dworc FDA Cap phép Str dung Khan cap (EUA) dé
cung cap:
] mét liéu trinh co ban gém hai liéu cho tré ttp 12 tudi dén 17 tudi; va
O liéu co ban thir ba cho tré tir 5 dén 11 tudi mac mot sé loai suy giam mién
dich.

Vac-xin Moderna COVID-19 Lwéng tri da nhan dwoc EUA tir FDA dé cung cép
mot lieu nhac lai duy nhat cho tré tie 6 thang dén 5 tudi it nhat 2 thang sau khi
hoan thanh tiém ngtra co ban bang Vac-xin Moderna COVID-19.

Véc-xin Moderna COVID-19 va Vac-xin Moderna COVID-19 Lw&ng tri khéng dweoc
FDA chap thuan st dung cho tré ttr 6 thang den 5 tuoi.

T& Thong tin nay cé cac thdng tin gitp quy vi hiéu vé cac rdi ro va loi ich ctia Vac-xin
Moderna COVID-19 va Vac-xin Moderna COVID-19 Lwdng tri ma con quy vi ¢ thé
duwoc tiém do dai dich COVID-19 dang hoanh hanh. Néu quy vi cé cau héi, hay noi
chuyén v&i nha cung cap dich vu tiém ngtra ctia con quy vi.

Véc-xin Moderna COVID-19 va Vac-xin Moderna COVID-19 Lwéng tri ¢6 thé khong bao
vé duoc tat ca moi ngueoi.

1 Quy vi c6 thé nhan dwoc To thdng tin nay ngay ca khi con quy vi da 6 tudi. Tré em tir 5 tudi dén 6 tudi
dang trong thoi gian tiém cac liéu véc-xin co ban ngira COVID-19 co thé tiém b4t c liéu nao bang mot
trong hai loai vac-xin sau: (1) Vac-xin Moderna COVID-19 dwoc cap phép st dung cho tré tr 6 thang dén
5 tudi; hoac (2) Vac-xin Moderna COVID-19 dugc cap phép s dung cho tré tlr 6 tudi dén 11 tudi.
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T& Théng tin nay c6 thé da dwoc cap nhat. D& xem T Théng tin méi nhat, vui ldng vao
trang www.modernatx.com/covidl9vaccine-eua.

NHO’NG PIEU QUY VI CAN BIET TRUWO'C KHI CON QUY VI TIEM LOAI VAC-XIN
NAY

COVID-19 LA GI?

COVID-19 do mét loai vi-rut corona c6 tén la SARS-CoV-2 gay ra. Day la loai vi-rut
corona chua tirng dwoc nhin thay trwdc day. Quy vi cé thé bi nhiém COVID-19 khi tiép
xdc vé&i mot ngwdi khac da nhiém vi-rat. Co ban day la mét bénh dworng hd hap co thé
anh huéng dén cac co quan khac. Nhirtng ngudi mac COVID-19 c6 mét loat cac triéu
chirng da dwoc bao céo, tir cac triéu chirng nhe dén bénh nang. CAc triéu chirng c6
thé xuét hién trong vong tir 2-14 ngay sau khi tiép xic véi vi-rat. Cac triéu chirng c6 thé
bao gém: st hodc &n lanh; ho; khé thé; mét madi; dau nhirc co hodc co thé; dau dau;
mé&i mat vj giac hodc khiru giac; viém hong; nghet mii hodc chay nwéc mii; buén nén
hoac nébn mira; tiéu chay.

VAC-XIN MODERNA COVID-19 VA VAC-XIN MODERNA LUONG TRI LIEN QUAN
NHU THE NAO?

Vac-xin Moderna COVID-19 Luwéng tri dwoc tao ra theo cach twong tw nhw Vac-xin
Moderna COVID-19, nhwng né c6 thém thanh phan Omicron dé gitip phong ngira viéc
mac COVID-19 do bién th& Omicron ctia SARS-CoV-2.

Dé biét thém thong tin vé EUA, hay xem phan “Cap phép Str dung Khan cap (EUA) 1a
gi?” & cudi To thdng tin nay.

QUY VI NEN NOI GI V&I NHA CUNG CAP DICH VU TIEM NGWA CUA CON MINH
TRUOC KHI CON PUQ'C TIEM BAT KY LOAI VAC-XIN NAO TRONG SO NAY?
Cho nha cung cép dich vu tiém ngtra biét tat ca cac bénh trang ctia con quy vi, bao
gdm viéc liéu con quy vi co:

0 bi b4t ky loai di (’ng ndo
trng bi viém co tim (tinh trang viém & co tim) hoac viém mang ngoai tim (tinh
trang viém I&p niém mac xung quanh tim)
bj sbt
bi réi loan chdy mau ho&c lodng méau
bi suy giam mién dich hodc dang dung thudc anh hwédng dén hé théng mién dich
da dwoc tiem mot loai vac-xin ngira COVID-19 khéc
da tirng bi ngat xiu lién quan dén viéc tiém thubc

I I B B |

Al KHONG NEN TIEM VAC-XIN MODERNA COVID-19 HOAC VAC-XIN MODERNA
COVID-19 LWONG TRI?
Con quy vi khéng nén tiém bat ky loai vac-xin nao trong sé cac vac-xin nay néu bé:
O twrng bi phan &ng di (’ng nghiém trong sau khi tiém V&c-xin Moderna COVID-19
[ twng bi phan tng di ’ng nghiém trong véi bat ky thanh phan nao trong cac vac
Xin nay
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CAC VAC-XIN NAY CO NHIPNG THANH PHAN GI?

Vac-xin Moderna COVID-19 va Vac-xin Moderna COVID-19 Lwéng tri chira cac thanh
phan sau: messenger ribonucleic acid (MRNA), cac chat béo (SM-102, polyethylene
glycol [PEG] 2000 dimyristoyl glycerol [DMG], cholesterol va 1,2-distearoyl-sn-glycero-
3-phosphocholine [DSPC]), tromethamine, tromethamine hydrochloride, acetic acid,
sodium acetate trihydrate va sucrose.

CAC VAC XIN NAY BU'Q'C TIEM NHU THE NAO?
Vac-xin Moderna COVID-19 hoég Vac-xin Modgrna COVID-19 Luwdng tri sé dwoc tiém
cho con quy vi dwéi dang tiém bap (ti€m vao bap thit).

Liéu trinh Co' ban: Véc-xin Moderna COVID-19 dwoc tiém theo mét liéu trinh gom hai
lieu, cach nhau mét thang. Nhivng ngudi mac mét so loai suy giam mien dich c6 thé
dwoc tiém lieu co ban thr ba, it nhat la 1 thang sau khi tiém lieu thi hai.

Liéu tang cuong: Vac-xin Moderna COVID-19 Ludng tri duoc tiém nhw mot liéu tang
cwong duy nhat it nhat 2 thang sau khi hoan thanh 2 mdi tiém co ban Vac-xin Moderna
COVID-19.

CAC VAC XIN NAY TRU'OC DAY DA TUNG DUOC SU’ DUNG HAY CHUA?

Hang triéu ngudi tr 6 thang tudi trd 1én da tiém Vac-xin Moderna COVID-19 theo EUA.
Trong mét thir nghiém Iam sang, cé khodng 5,000 tré em tir 5 dén 11 tudi da dworc tiém
it nhat 1 liéu Vac-xin Moderna COVID-19. Trong cac thir nghiém Iam sang khac, c6
khodng 4,000 tré ttr 6 dén 11 tudi va 30,000 tré tir 12 tudi tré 1&n da dwoc tiém it nhat 1
liéu Vac-xin Moderna COVID-19.

Hang triéu ngudi tir 6 tudi tré 1én da dwoc tiém Vac-xin Moderna COVID-19 Lwéng tri
(chdng vi-rut thé ban dau va thé Omicron BA.4/BA.5) theo EUA, Trong mét thtr nghiém
lam sang, khodng 400 ngudi tr 18 tudi trd [én da duoc tiém 1 liéu vac-xin thé lwéng tri
khac véi vac-xin Moderna COVID-19 Lwéng tri c6 chira thanh phan Omicron khac.

LQ'l ICH CUA CAC LOAI VACCIN NAY LA GI?

Vac-xin Moderna COVID-19 da dwoc chirng minh la cé thé ngén nglra COVID-19. FDA
da phé duyét Vac-xin Moderna COVID-19 Luéng tri d& cung cip kha nang bao vé tét
hon chéng lai COVID-19 do bién thé& Omicron ctia SARS-CoV-2 gay ra.

Thoi han bédo vé chdng lai COVID-19 hién chwa dwoc xac dinh.

RUI RO KHI TIEM CAC VAC XIN NAY LA GI?
Kha n&dng cac vac-xin nay co thé gy ra phan tng dj tng nghiém trong la rat thap. Phan
ng di t’ng nghiém trong thudng xay ra trong vong vai phut dén mot gio sau khi tiém
mét liéu. Vi ly do nay, nha cung cap dich vy tiém ngtra co thé yeu cau con quy vi & lai
dia diém tiém véc-xin dé theo ddi sau khi tiém. Cac d4u hiéu cta phan &ng di rng
nghiém trong c6 thé bao goém:

0 Kho thé

[1 Swng mat va hong

0 Nhip tim nhanh
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] Phét ban nang trén khap co thé
[0 Chong mat va mét moi

Viém co tim (tinh trang viém & co t|m) va viém mang ngoai tim (tinh trang viém Iop
niém mac xung quanh tim) da xay ra & mot sd nguoi sau khi tiém Vac-xin Moderna
COVID-19 va Vac-xin Moderna COVID-19 Luéng tri. O’ hdu hét nhung nguoi nay, cac
triéu chirng bat dau trong vong 10 ngay sau khi tiém. Kha nang xay ra viéc nay la rat
th&p. Quy vi nén tim kiém dich vu cham séc y te ngay néu con quy vi c6 bat ky triéu
chirng nao sau day sau khi tiém, nhat 1a hai tuan sau khi con quy vi tiém véc-xin:
Twc nguce

Kho thé hoac thé gap

Cam giac tim dap nhanh, dap yéu va khéng déu hodc dap thinh thich

Ngét xiu

Khé chiu b4t thuwdng va dai dang

An ubng kém bat thwong va dai déng

Mét mdi hoac kém hoat bat bat thuweng va dai dang

Non 6i dai dang

Pau bung dai dang

Da nhot nhat, lanh bat thuwéng va dai dang

N A

Céc tac dung phu da dwoc béao céo trong cac thir nghiém |am sang déi véi cac vac-xin
nay bao gém:
0 Phan tng tai ché tiém: dau, dau va swng cac hach bach huyét & cung canh tay
duwoc tiém hodc & hang, tdy dé va swng (cleng)
0 Tac dung phu thwong xay ra: mét mai, dau dau, dau co, &n lanh, budn nén va
non, sét, dau khép, kho chiu/khdc, budn ngl va chan an

Cac tac dung phu da dugc bao cao trong qua trinh str dung sau khi phé duyét bao
gom:

Phan &ng di (’ng nghiém trong

No6i mé day (phat ban ngtra/néi mé day)

Viém co tim (tinh trang viém & co tim)

Viém mang ngoai tim (tinh trang viém I&p niém mac xung quanh tim)

Ngéat lién quan dén viéc tiém vc-xin

I O A B A

Pay c6 thé khong phai la tat ca cac tac dung phu c6 thé co cia cac loai vac-xin nay.
Céc tac dung phu nghiém trong va khong mong mudn c6 thé xay ra. Cac tac dung phu
c6 thé c6 cla cac loai vac-xin nay van dang duwoc nghién ctu.

TOI NEN LAM GI KHI CO CAC TAC DUNG PHU?
Neu con quy vi bi phan (rng di ’ng nghiém trong, hay goi sé 9-1-1, hoac dén bénh vién
gan nhét.

Goi cho nha cung cép dich vu tiém nglra hoac nha cung cép dich vu cham séc surc

khoe cua con quy Vi néu tré co b4t ky tac dung phu nao khién tré khoé chiu hodc khong
bién mét.
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Béo céo tac dung phu ctia vac-xin cho Hé théng Bao céo Tac dung phu cta Vac-xin
(Vaccine Adverse Event Reporting System, VAERS) ctia FDA/CDC. Goi dén sé dién
thoai mién phi cia VAERS 1-800-822-7967 hodc b&o céo tryc tuyén tai
https://vaers.hhs.gov/reportevent.html. Vui ldng ghi “Vac-xin Moderna COVID-19 EUA”
ho&c “Vac-xin Moderna COVID-19 Lwéng tri EUA”, tuy theo trwéng hop cu thé, trong
dong dau tién cha 6 sé 18 clia mau béao céo.

Ngoai ra, quy vi c6 thé bao céo tac dung phu cho ModernaTX, Inc. theo sé 1-866-
MODERNA (1-866-663-3762).

Quy vj ciing c6 thé tuy chon dang ky v-safe. V-safe la mét cong cu tw nguyén dwa trén
dién thoai théng minh, st dung tin nhan van ban va khao sat trén web dé kiém tra voi
nhirng ngudi da dwoc tiém véc-xin dé& xac dinh cac tac dung phu tiém an sau khi tiém
vac-xin COVID-19. V-safe d&t cac cau héi giup CDC giam sat dd an toan ctia cac vac-
xin COVID-19. V-safe ciing cung cap nhac nhé vé liéu can tiém néu can va theo doi
trc tiép qua dién thoai cia CDC néu nhirng ngudi tham gia bao céo tac dong dang ké
dén strc khde sau khi tiém véc-xin COVID-19. Bé biét thém thong tin vé cach dang ky,
vui long truy cap trang mang: www.cdc.gov/vsafe.

NEU TOI QUYET BINH KHONG CHO CON MINH TIEM VAC-XIN MODERNA COVID-
19 HOAC VAC-XIN MODERNA COVID-19 LWPONG TRI THi SAO?

Theo EUA, quy vi c6 thé tlly y chon chap nhan hodc tir chéi tiém vac-xin. Néu quy vi
quyét dinh khéng dé con minh tiém bét ky loai vic-xin nao trong sé nay,thi lwa chon d6
sé khong lam thay d6i dich vu chdm séc y té binh thwdng danh cho con quy vi.

NGOAI VAC-XIN MODERNA COVID-19 VA VAC-XIN MODERNA COVID-19 LUONG
TRI THIi CON LWA CHON NAO KHAC BE NGUA COVID-19 KHONG?

Boi v&i vac xin co ban danh cho tré tir 6 thang dén 5 tudi, cac loai vac-xin khac dé
nglra COVID-19 c6 thé co san theo EUA. Di véi liéu tdng cuworng cho tré 5 tu0| da hoan
thanh tiém hai liéu co ban vac-xin COVID-19 dwgc FDA cho phép, cac loai vac-xin
lwdng tri khac cé chiva thanh phan Omicron ctia SARS-CoV-2 c6 thé dwoc cung cap
theo EUA. Dbi v&i viéc tiém tang cuong cho tré tir 6 thang dén 4 tudi da hoan thanh
tiém véc-xin co ban bang Véc-xin Moderna COVID-19, Vac-xin Moderna COVID-19
Lwéng trj 1a loai vac xin duy nhéat c6 sén theo EUA.

CON TOI CO THE TIEM VAC-XIN MODERNA COVID-19 HOAC VAC-XIN MODERNA
COVID-19 LWONG TRI BPONG THO'I V&I CAC VAC XIN KHAC KHONG?

D liéu vé tiém Vac-xin Moderna COVID-19, ho&c Vac-xin Moderna COVID-19 Luéng
tri dong thoi véi cac loai vac-xin khac chua dwoc dé trinh cho FDA. Néu quy vi dang
can nhac cho con minh tiém Vac-xin Moderna COVID-19 hodc Vac-xin Moderna
COVID-19 Lwdng tri cung véi cac loai vac-xin khac, hdy thao luan vé céac lwa chon véi
nha cung cap dich vu cham séc strc khée cltia con quy Vvi.

NEU CON TOI Bl SUY GIAM MIEN DICH THi SAO?

Néu con quy vi bi suy gidm mién dich, quy vi ¢ thé lya chon dé& con quy vi tiém liéu
vac-xin co ban thir ba cla liéu trinh chinh bang Vac-xin Moderna COVID-19. Tré t&r 6
thang dén 5 tudi bi suy gidm mién dich d& hoan thanh tiém chiing co ban bang Vac-xin
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Moderna COVID-19 c6 thé tiém mét liéu tdng cwong duy nhat bang Vac-xin Moderna
COVID-19 Lwdng tri. Viéc tiém nglra co thé khong cung cap kha nang mién dich day du
déi véi COVID-19 cho nhirng nguwdi bi suy glam mién dich; do do, con quy vi nén tiép
tuc duy tri cac bién phap phong nglra vé thé chat dé giup ngan ngtra COVID-19. Nhirng
ngudi tiép xic gan véi con quy vi nén dugc chiing ngtra néu thich hop.

CAC LOAI VAC-XIN NAY CO KHIEN CON TOI MAC COVID-19 KHONG?

Khéng. Cac vac-xin nay khéng chira SARS-CoV-2 va khéng thé khién con quy vi mac
COVID-19.
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GI0 THE TIEM VAC-XIN CUA CON QUY VI
Khi con quy vi tiém mii vac-xin COVID-19 dau tién, quy vi sé nhan dwoc thé tiém
chang. Nhé mang theo thé khi quy vi dwa con di tiém tré lai.

THONG TIN BO SUNG

Néu quy vi cé thac mac, hay truy cap trang web hoac goi dén s6 dién thoai dugc cung
cap bén duwdéi.

Dé truy cap Bang théng tin m&i nhat, vui Ibng quét ma QR dwoc cung cap bén duwdi.

Trang web vé Vac-xin Moderna COVID-
19
www.modernatx.com/covidl9vaccine-eua 1-866-MODERNA
(1-866-663-3762)

Sé dién thoai

TOI CO THE TIM HIEU THEM BANG CACH NAO?

0 Héi nha cung cép dich vu tiém vac xin

[0 Truy cap trang web cua CDC tai https://www.cdc.gov/vi-rat corona/2019-
ncov/index.html.

(] Truy cap trang cua FDA tai_https://www.fda.gov/emergency-preparedness-and-
response/mcm-legal-requlatory-and-policy-framework/emergency-use-
authorization

0 Lién hé véi s y té tiéu bang hodc phong y té cong tai dia phwong cta quy vi

THONG TIN TIEM VAC-XIN CUA CON TOI SE BPUQC GHI LAl O BDAU?

Nha cung cép dich vu tiém chiing cé thé dwa théng tin tiém ching ctia con quy vi vao
Hé théng Thong tin Tiém chldng (Immunization Information System, 11S) cuda tiéu
bang/dia phwong cla quy vi hodc hé théng duwoc chi dinh khac. Dé biét thém théng tin
vé IIS, vui long truy cap: https://www.cdc.gov/vaccines/programsliis/about.html.

TOI CO PHAI TRA PHI TIEM KHI TIEM CAC VAC-XIN COVID-19 NAY KHONG?
Khéng. Tai thoi diém nay nha cung cép khong dworc tinh phi khi quy vi tiém vac-xin va
quy vi sé khong bi tinh phi tiém vac-xin hoac bat ky khodn phi nao khac néu chi tiém
vac-xin COVID-19. Tuy nhién, cac nha cung cap dich vu tiém chiing cé thé duwoc hoan
tién phi hop tr moét chwong trinh hodc ké hoach chi tra phi tiém vac-xin COVID-19 cho
ngudi tiém vac-xin (bdo hiém tw nhan, Medicare, Medicaid, Chuwong trinh khéng duwoc
b&o hiém cho nguoi tiém khéong dwoc bao hiém HRSA COVID-19).

TOI cO THE BAO CAO CAC TRUONG HQP NGHI NGO GIAN LAN CHO Al?

Cac ca nhan biét dwoc bat ky vi pham tiém &n ndo dbi véi cac yéu cau cia Chuong
trinh Tiém ching COVID-19 ctia CDC dwoc khuyén khich bao cao cho Van phong Téng
Thanh tra, B Y t& va Dich vu Nhan sinh Hoa Ky, theo sé 1-800-HHS-TIPS hoac
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TIPS.HHS.GOV.

CHU'ONG TRINH BOI THUONG THUONG TON DO BIEN PHAP DOI PHO LA Gi?
Chuwong trinh Bdi thuwérng Thwong tén do Bién phap Déi pho (Countermeasures Injury
Compensation Program, CICP) 1a mét chwong trinh lién bang c6 thé gitp thanh toan
chi phi cham séc y té va cac chi phi cu thé khac ctia mét sé ngudi da bi thwong nang
do mét sb loai thudc hodc vac-xin, bao gdm cac vac xin nay. No6i chung, yéu cau boi
thwéng phai dwoc ndp cho CICP trong vong mét (1) nam ké tir ngay tiém vac-xin. Dé
tim hiéu thém vé chwong trinh nay, hay truy cap trang www.hrsa.gov/cicp/ hoac goi
dién dén sb 1-855-266-2427.

CAP PHEP S DUNG KHAN CAP LA GI (EUA)?

EUA 1a mét co ché tao diéu kién thuan loi cho viéc cung cip va st dung cac san pham
y té, bao gdm ca vac-xin, trong cac trwdng hop khan cép vé stre khée cong déng, vi du
nhw dai dich COVID-19 hién nay. EUA duwoc hé tro béi tuyén bd ctia Bo trudng Y té va
Dich vu Nhan sinh (HHS) rang c6 céac tinh huéng dé bién minh cho viéc s dung khan
cap thubc va cac san pham sinh hoc trong dai dich COVID-19. M6t san pham duwoc
phép st dung trong trworng hop khan cap da khéng trai qua cing mét loai danh gia cua
FDA nhu mét sdn pham dwoc FDA chép thuan.

FDA c6 thé ban hanh EUA khi mét sé tiéu chi dwoc dap trng, bao gdm ca viéc khong co
Iwa chon thay the thich hop, dwoc chap thuan va co san. Ngoal ra, quyet dinh cta FDA
dwa trén téng sé bang chirng khoa hoc c6 sén cho thay san pham c6 thé c6 hiéu qua
dé ngan chan COVID-19 trong dai dich COVID-19 va rang nhirng loi ich da biét va tiém
nang cta san phadm vwot xa nhirng rdi ro tiém an va da biét cia san phadm. T4t ca cac
tiéu chi nay phai dwoc dap (rng dé cho phép san pham dwoc st dung trong dai dich
COVID-19.

EUA c0 hiéu lyc trong thoi han cua tuyén bg‘) COVID-19 EUA bién minh cho viéc §Cv
dung khan cap san pham nay, tre khi bi cham dit hoac bj thu hoi (sau do san pham co
thé khéng dwoc str dung nira).
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